
Letter Transmitting NADA to fDA 



DEPAR<MENTOFHEALTHANDHUMANSERvlCES I’ NEW ANIMAL DRUG APPClCATlON ram--;~‘~01’04Q’~ 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

b . . 

(Drugs for Animal Use) 
Iwrwa, oat*: oec- 31, was 

(Title 21, CFA 514) NADA 

CENLRKNAME: - 
.--- 

PROPRIETARY NAME 

- 'Ractopamine Hydrochloride 
I 

PAYLti 

TTPE OFSUBMISSION &3eck ant) 

R ORIGINAL APPLICATION KFR 514. XaJJ 

0 
AMENDMENTTO AN UNAPPROVED ORIGINAL 

APPLICATION (ffRSTd.@ 

NAM%~~~?%?~~ducts Company 
Division of Eli Lilly and Company 

ADDRESS (Street Number, Cky. and.?@ Code) 
Lilly Corporate Center 

cl SUPPLEMENT TO AN APPROVED APPLICATION 

I 
Indianapolis, IN 46285 

(OR 514.8(aJ) 

cl AMENDMENT TO AN UNAPPROVED SUPPLEMENT 
TO AN APPROVED APPLICATION (CFR 514.6) I 

El SPECIAL SUPPLEMENT TO AN APPROVED APPUCATION 
_ CHANGES BEING EFFECTED (#8 51*.8(a) 

~~wanima/~nrgapplkrtionm~ybc~e~~cd~nkssa~~pktcdappliclti~ fom,lu~kcnr~eivcdRl Cnr SlLlJ 

INSTRUCTIONS FQR PREPARING AND SU~MIRING THE NEW ANIMAL DRUG AppucAllON 

i. 

ii. 

iii. 

iv. 

Assemble and bind three rdentrcai comes of the submmron. 

Identify each front cover wrth the name Of the applicant. the 
propriemry name. if available, the name of the new antmal drug and 
the dosage form. 

use separate pages for each numbered heading consistent wrth 
subpara raph (1) through (12) of this aPplica+Jon form. 

07 
Number the 

PIpar ttw - animal drug appkatcon. Each copy should bear 
the same page numbering. 

Each copy of an orlgtnal new anrmal drug aPPlicat8on shall contam 
three complete sets of labelrng. 

Cybmit *parate apphcatlons for each dtfferent dosage form of the 
psi Pww~’ 

vi 

RepeatIn rn each appbcatron basrc Information pertinent to all 
dosage arms IS unnecessary if reference IS made to the ? 
application contarnmg such rnformatron. Such references 
should be made by volume and page. Include in each 
applicatron informatron applicable to the specrfic dosage form, 
such as. Iakhg. composrtron. stabrlity data, efficacy data. 
method of manufacture and investtgatlonal new ammrl drug 
application number. 

Forward amendments. su plements. reports and other 
correspondence submitted a R er the ortgmal applrcatton tn the 
above format. ldentdy the submission wrth the assign 

fp 
NADA 

number. If the submrsston IS a supplemental appka ion. full 
informatron shall be provrded on each proposed change 
concernrng any statement made rn the approved application 

[ROTS: Only this front page need be subnutted w&h additional 
or supplemental informatlon.1 

vir. Submct to: Food and Drug Administration 
Center for Veterinary Medicine 

(HFV-16) 
S600 Fishers Lane 

Rockville. MD 20857 

fkn .,..&-.--PI( nfiin.1 ctrhrnirt thn appiicatlon for a new animal srde effects. and precautrons contamed m the labeling whrch is pafi of 
3) of the Federal Food. Drua. and this application in accordance wrth 21 CFR ! drug pursuant to sectron S12(L. 

Cosmettc Act. rt is understood that the labeling and advertising %r the 
new ammal druo will prescrrbe, recammend. Or SUOoer( its use onlv 

all repr esenta ttions il 7 this aw lica non 
chanae 8s are made in cc Infor ‘ml tY ‘Er 

201.10s. 
appl to the 

,rth~ $ 1 CFR 
; lab&no whit); is part of thri und&t& that new antmai drugs a! defined m 21 C 

for use 
only to 
5 10.7. 

under the condi&ons stated in the 
application and if the article is a prescrrptiori new animil dr 
understood that any labeling which furntsha Or purports to 

u/1;;; 

rnformatron for Use or which prescribes. recommends, or su 
dosage for use of the new animal drug wilt l bo.conta!n. rn t f? 

gesss a 
e ---- 

language and emphasrs. tnformation for rts use mdudrng mdrca 
effects. dosages. routes, methods. and freouency 
l dmmim=tiM S-Y r~lrvrnt hazards. contraindrcatrc 

It IS understood that 
dru produced until 

514% It is further 
.FR 510.3. mtended 

State wtll be shopped 
:ordance with 21 CFR 

m the manui ‘acfut ‘e of an rmal teds In any 
oencl M who may rece we suet I drugs in XI 

Il..= 
ItIons. The official agent b scgnin below cortrfies. that the methods, facrtitres. 

and-duiation of and controls desc&d 8 Un er rtem 5 of thus l pphcation conform to the 
_.,_..,_., I ._.___. --.-------. l”S. appropriate sectcon of the current good manufacturtng wact:Ce 

regulations m 21 CFR PART 200. 

(WARNING: A willfully false statement is a crrmmai offense. USC. Tile lb. sec. 1oOt .) 

OR AUTHORIZED AGENT DATE RECEIVED 

DATE OF APPLICATION FOR FDA USE ONLY 

Product Ragtitration Wager August 27, 1987 

NOTE:’ Thrs applrcatron must be srgned by the applrcant Or by an authorized attorney. agent. or Officral, ,tf the 
- rnoltcant does not have a place of busrness wrthtn the Unrted States, the aDOlication must aho prOwfoe the 

.ed address of and be countersrgned by an authorrred agent or officral residrng or mdrntalnrng a PlJCe Of 
eusmers wtth:n the unned States 

I 

FORM FDA 356V (7@6) PREVIOUS EDlTlONS ARE OBSOLETE 

-..- s .- 



2’ 

1. IDENTIFICATION 

DATE: August 27, 1987 

ORIGINAL APPLICATION: 

21 CFR 514 
Subpart A, §514.1 

NAME OF APPLICANT: ADDRESS: 
" 

Elanco Products Company Lilly Corporate Center 
Division Eli Lilly and Company Indianapolis, IN 46285 

CHEMICALNAME: 

DL-4-hydroxy-• [ [ [3-(4-hydroxyphenyl)-l-methylpropyl]amino] 
methyllbenzenemethanol, hydrochloride 

GENERIC NAME: 

Ractopamine Eydrochloride 

\ 
PROPRIETARY NAME: 

Paylean* 


